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Application form for registration of import medical device
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Legal Quialification certification for medical device manufacturing enterprise.
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A Copy of applicant’ s business license and proxy for registration entrusted by the

Manufacturing enterprise
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Documents proving that the product can enter a certain country (or region) as medical

Device approved or accepted by the medical device competent departments of overseas governments
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Applicable product standard and instructions
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Specification for medical device
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Test report on product registration given by medical device inspection institutions(applicable to Class Il and

Class 11 medical device)
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Medical device clinical trials report.
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Product Quality Guarantee issued by the manufacturer certifying that the quality of the product to be registered

for sale in China is exactly the same as that of the product marketed in the country (region) of origin.
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Proxy of assigned agent of the manufacturer enterprise in china, written Commitment of the agent and business

license or registration certificate of the agent
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Letter of Authorization for designated after-sales service agency in China and Letter of Promisa and business

license of the authorized agency.
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